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2200 Lake Shore Drive . . - - .
\L/J\ngdstock, IL 60098-7498 Automatic quuld o ackag“‘gg Inc.
Phone: 815/338-9500
Fax: 815/338-3570
John Brda

REGULATORY AFFAIRS

)

Fax

To:  Elizabeth Yuan From: John Brda é
Fax: 301/827-2315 pate: August 25, 1999
Phone: Pages: 3

Re: cc:

O Urgent & ForReview [ Please Comment & Please Reply { Please Recycle

Dear Ms. Yuan;

As we discussed on Tuesday aftemoon, August 24, 1999, in which you requested in writing our questions as
this correspondence relates fo the application for Exemption from Automatic Liquid Packaging, Inc., dated July
20, 1999. ltwas for Relief Eye Drops (tetrahydrozoline HCl and polyethylene glycol 400) in 0.5 and 1 fl. oz
containers; Regular Eye Drops (tetrahydrozoline HCl in 0.5 and 1 fl. oz containers; and Artificial Tears (polyviny!
alcohol and povidone) in 0.5 and 1 fi. ounce containers.

1t would appear that the only way we can comply to the minimum Helvetica letter size for our 0.5 fl. oz. size
container is to put the 0.5 fi. 0z. container into a 1 fl. 0z bax. We then would need to meet the labeling
requirements by adding some of the Drug Facts on the side panel, and comply with the “Modified Labeling
Format” Helvetica type size (copy aftached).

What | am most concemed about is your comment under #{. The sentence reads as follows; “Though not
requested as exemptions, there were several deviations from the elements of the Drug Facts formed required
by 21 CFR 201.66."

1 am very troubled by this comment. It was my understanding that (other than the smalter font size) we met all
the requirements 21 CFR 201.66. This included information under Active Ingredients, Uss, Wamings,
Directions, Inactive Ingredients etc. If you could please relay to me what these several deviations are, | will
adjust the verbiage per your direction.

To this end, also attached is a copy of a label for over-the-counter Human Drugs (Lubricant eye drop). Although
this is not a formal request for a review, would you be so kind as to review this label and let me know what
additional deviations there may be with its content. Your assistance is greatly appreciated.

I can be reached at (800) 638-9778, or by facsimile at (815) 338-5504. Again, thank you for your support.
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Federal Zegister/Vol. 64, No. 51/Wednesday, March 17, 1999/ Rules and Regulations 1:
D1 Examples of § 201.66 Standard Labeling and Modified Labeling Formais
A: Section 201.66 Standard Labeling Format
Tale: .
14 pt. Halvelica Bolg--===~====< Drug Facts

faic, left justified

Body toxt ————
6 pt Helvetica Regular with

6.5 pts. leading, left justified

Active ingradient (In each tablet)
o""‘“"“"l‘f“"‘ b 2 g

Uses 1emponanly reliesad 1hasa Syorane s b Nay ipwer of DIl LWOOB! MGR0XESY
Sargies EEneerw @AM NOLS B ETY, WaGMY oyed & Ay st [

Wamings
Ak 8 $octor betors wes i you hewe
WOMOONE B & Dreadung profiem uch ag

Purpose ~§-

Anfirisamna

af CRware REOCNLd

AN

L4~ - - Right justified

- - - 2.5 point badline

- - - 2.5 point box batlin

| y lenuc UANRLNG GLs 10 BN Sared OTORAe
Subheadings: e mm e ALK L GOCIOr OF PRArMACTEL De(OrS USe N Peu 56 CGNG TINUADIN OF TAOEEe
6 pL Helvetica Bold, ¥hen uwirsy this product .
. Nyou ma W avord siconalic driia
loft justifisd Sy may QU Y ncs may e
Bullet: 5 pt S | :;‘;..,““H“ e b T A - - 0.5 point hairline
Solid square i progriant of hreas-feading. A1K & heatf professonal batre use.
Keap sut of resch of children. I Cass of Ovarcnsa. pel Meakcl: halp of codact & Poison
Corool Cams AY ey,
Headings: coeeeeeww=hkDirections
8 pL Helvetica Bold Mmm-umwo« ke 2 hadans sy 4 10 6 hOUE -« -1 - - Table format for
Italic. lo&t justiﬁed ot oy oac 12 ot in 34 houd 3 or more dosages
* cnisdren § pamX 13 Levdar 12 paae ks ¥ Whieraaxy 410.6  hours . )
- AOLMOM IS . ixbiarvin ZEhours “r-- Graphlc [ead,ng 1
SNGren Undar 6 years TR, docI ~or2 i naxt panel
Te S mem— == nbabeeleluhdhbdanulhboldedde 8 pt. Helvetica Regu
Tilefor — ieeceee-- rug Facts (continued) ’
continged pansl:
8 pt. Helvetica Bold ltatic Other information meom & 2025°C (68-77°F) & POMC NOM @OASAE MOELMQ
Inactive ingrediants DLC yeiow ra. 10, lactose, wamm
ovuose, pregelasnizad suich
B. Section 201.66 Modified Labeling Format
Title:
9 pt. Helvetica Bold
talic, lsft justified """'T_—' L
531 Active ingredients (in each tabiet) Pwpou ------- Right justified
BOdY!en- iubebsbal = Mammvnag‘zoam kua'd_ =N _ -~ 2.5 poirt bartine
6 pL. Halvetica Rlegular with . .23 _ Simencone 25 mg Acages (YT mT o= e POT
6.5 pts. leading, left justified ;‘} Uses )
s L referred 0 ¥3 (R
Bullet: Spt.  =~======-=~ g--m-m M acd INGQesdon W S00r STMACh
Sohd Square ey € YOI SOTACH G O TYEDE TYTYICIONTS g
g{ ﬁ?ﬂgz‘dmw*mhm 154~ - ~ - - =~ 0.5 point hairline
Subheadings: .cecccc.-E : iy v 2 doC10/ or pharmacial belots Use I YOU Bre aung & &=
6 pt. Helvetica Bold, :’;_:g BevicTRon dg. Aracics Mty eract e cortan ¥
left justified ; Slop uss and sak g dactos if symaama W@ for more ~3‘
S} Tl 3 Bulleted informat
& Keep out of resch at children, . ullgtad in ormgmon may !
Headings: S DIrections aerae 1o < raviete & toes oun ’.'i start on same line as headings
. Emms - - - 18 & times o )
8 pt. Helvetica Bold - 471 €60 not Lake mors mian 16 Lablats 1 24 hourk o¢ use o ",5 """ - - (except Wamings) and subheadings
Itafic, lek justified “@l__ranmum dasage for more tan 2 weeks e and need not ba vemically aligned
| lnactlve ingredlants 04C raq na. 30, CLC yerow ro. 10, ‘:ﬁ‘
43 FOLC bive na. 1, . , Y i
T3} mannta saccrar zoau. "25&2 "-‘;fm‘i"é‘i&’“ =i Oark type on light background
LAY o= it .
o FETETET S z;_:..s:,.:.,—'.‘:‘?-:-_»'_; ~ ~ =~~~ Box barline omitted; color
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contrast used 1o highlight
Drug Facts information
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LUBRICANT EYE DROPS

FYSRVIVEY)

DO NOT USE IF CARTON IS OPEN OR DAMAGED.

How to use:
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Make Sure comgines & irtact
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Instifl ) or 2 drops in the
affected eyels) 35 needed,

o
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nat reuse. Once openad,
discard.

before use. To open, ompletely
TWIST off b, DO NOT pull off,

Throw away contalner. Do
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Store Name

PRESERVATIVE FREE

Artificial Tears

LUBRICANT EYE DROPS

» Relieves Dry Eye Fecling
« Relieves Minor Eye Irritation

40 SINGLE-USE CONTAINERS *
(0.25 mL Each)

STERILE
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TAMPER EVIDENT: DO NOT
VUSE IF CARTON 15 OPEN OR
DAMAGED.

DO ROT USE IF PAST*
EXPIRATION DATE

STORAGE: Store at room
temperature 15710 30°C
(59° to 86°F).

Manufactured by:
example) Packaging .
Personal Care Div. '
Woodstck, Ilinols 60038
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